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211.184 Component, drug product container,
closure, and labeling records.

211.186 Master and control

production
records.
211.188 Batch production and control
records.

211.192 Production record review.
211.194 Laboratory records.
211.196 Distribution records.
211.198 Complaint files.

Subpart K—Returned and Salvaged Drug
Products

211.204 Returned drug products.
211.208 Drug product salvaging.

AUTHORITY: 21 U.S.C. 321, 351, 352, 355, 360D,
371, 374.

SOURCE: 43 FR 45077, Sept. 29, 1978, unless
otherwise noted.

Subpart A—General Provisions

§211.1 Scope.

(a) The regulations in this part con-
tain the minimum current good manu-
facturing practice for preparation of
drug products for administration to hu-
mans or animals.

(b) The current good manufacturing
practice regulations in this chapter, as
they pertain to drug products, and in
parts 600 through 680 of this chapter, as
they pertain to biological products for
human use, shall be considered to sup-
plement, not supersede, the regulations
in this part unless the regulations ex-
plicitly provide otherwise. In the event
it is impossible to comply with applica-
ble regulations both in this part and in
other parts of this chapter or in parts
600 through 680 of this chapter, the reg-
ulation specifically applicable to the
drug product in question shall super-
sede the regulation in this part.

(c) Pending consideration of a pro-
posed exemption, published in the FED-
ERAL REGISTER of September 29, 1978,
the requirements in this part shall not
be enforced for OTC drug products if
the products and all their ingredients
are ordinarily marketed and consumed
as human foods, and which products
may also fall within the legal defini-
tion of drugs by virtue of their in-
tended use. Therefore, until further no-
tice, regulations under part 110 of this
chapter, and where applicable, parts 113
to 129 of this chapter, shall be applied
in determining whether these OTC drug
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products that are also foods are manu-
factured, processed, packed, or held
under current good manufacturing
practice.

[43 FR 45077, Sept. 29, 1978, as amended at 62
FR 66522, Dec. 19, 1997]
§211.3 Definitions.

The definitions set forth in §210.3 of
this chapter apply in this part.

Subpart B—Organization and
Personnel

§211.22 Responsibilities of
control unit.

quality

(a) There shall be a quality control
unit that shall have the responsibility
and authority to approve or reject all
components, drug product containers,
closures, in-process materials, pack-
aging material, labeling, and drug
products, and the authority to review
production records to assure that no
errors have occurred or, if errors have
occurred, that they have been fully in-
vestigated. The quality control unit
shall be responsible for approving or re-
jecting drug products manufactured,
processed, packed, or held under con-
tract by another company.

(b) Adequate laboratory facilities for
the testing and approval (or rejection)
of components, drug product con-
tainers, closures, packaging materials,
in-process materials, and drug products
shall be available to the quality con-
trol unit.

(¢c) The quality control unit shall
have the responsibility for approving
or rejecting all procedures or specifica-
tions impacting on the identity,
strength, quality, and purity of the
drug product.

(d) The responsibilities and proce-
dures applicable to the quality control
unit shall be in writing; such written
procedures shall be followed.

§211.25 Personnel qualifications.

(a) Bach person engaged in the manu-
facture, processing, packing, or holding
of a drug product shall have education,
training, and experience, or any com-
bination thereof, to enable that person
to perform the assigned functions.
Training shall be in the particular op-
erations that the employee performs
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